


Rgsucts of heute Toxici Ty Review
WA REC.No (677-490
f(ﬁﬂlf/étsfﬂ(’(’ﬂaﬂ) APPLIC KT lon) DM@D -7/(7/&(3

Applicant: Ecolab, Inc.
370 wWabasha St. Ecolab Center
St. Paul, MN 55102

FORMULATIONS FROM LABELS:

EPA Registration Number 1677-90

Active Ingredient(s):: % by wt.
Phosphoric Acid . . . . . . « . « + « .+ « + . . . 22.5%
Citric Acid . . . . . v ¢ « &« & ¢ « &« &« « +« + o« 20.5%
Octanoic Acid . . . ¢« . « « ¢ ¢ « « « + & « « « . . 6.0%
Decanoic Acid . . . « . . ¢« ¢ ¢« « « 4 o+ o . .« . 2.0%
Inert Ingredient(s): . . . . .« . « « « « « « « + o 49.5%

Total: . . . . . « « . . 100.0%

BACKGROUND : In a company letter dated 6/28/93, the registrant

has requested a reconsideration of the data waiver denial for the
acute inhalation toxicity study. This submission is in response to
the Citric Acid RED. No products were batched in the Citric Acid
RED. 1In a previous PRS review (M. Waller dated 4/27/93), a waiver
- was granted for the dermal sensitization study and the waiver
request for the acute inhalation toxicity study was denied.

In the company letter dated 6/28/93, the registrant states
that the company will be submitting particle sizing data to
demonstrate that the product does not result in inhalable material.
As of this review, this data has not been presented.



RECOMMENDATION: RSB/PRS findings are as follows:

1.

PRS has reconsidered the waiVer request for the acute
inhalation toxicity study and has decided that the waiver
request is denied. The registrant states that the corrosive

nature of the product will be measured rather than the

systemic effects. While this may be true, it is important to
provide appropriate respiratory protection for pesticide users

‘who may suffer respiratory damage as a result of product

corrosivity rather than product toxicity.

As stated in the 4/27/93 review, if the registrant is
willing to accept toxicity category I for the acute inhalation
toxicity study then the study can be waived. If the
registrant does accept toxicity category I for the acute
inhalation' study and wants to obtain reduced inhalation
precautionary labeling and personal protective equipment (PPE)
for pesticide applicators handling the diluted product, then
the registrant can submit acute inhalation toxicity data on
the most concentrated use dilution. If supported by the data,
the precautionary labeling and PPE for pesticide applicators
handling the diluted product will be modified accordlng to the
data.

The acute dermal, primary eye irritation, and primary skin
irritation study are waived based on the product’s pH as
reported on the confidential statement of formula (pH = 2).

The registrant must submit an acute oral toxicity study on the
product to support reregistration.

‘Attached is a copy of the acute tox data waiver policy. This

is simply to provide the registrant with an understanding of
the circumstances or situations where data requirments mlght
be waived. :

LABELING:

Labeling will be reviewed upon submission of data.



